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Status 

1)13 Responsive to communication(s) filed on 13 June 2006 . 
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closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11. 453 O.G. 213. 
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5) n Claim(s) is/are allowed. 
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7) ^ Claim(s) 37 is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) n The specification is objected to by the Examiner. 

10)0 The drawing(s) filed on is/are: a)\Z\ accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
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Priority under 35 U.S.C. § 119 

12)n Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)n All b)n Some * 0)0 None of: 

!□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
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DETAILED ACTION 
Election/Restrictions 
1 . Claims 9-15 can be rejoined when an independent generic claim is found 
allowable. 

Claim Objections 



2. Claim 28 is objected to under 37 CFR 1.75(c), as being of improper dependent 
form for failing to further limit the subject matter of a previous claim. Applicant is 
required to cancel the claim(s), or amend the claim(s) to place the claim(s) in proper 
dependent form, or rewrite the claim(s) in independent form. 



Claim Rejections - 35 USC § 102 

3. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an International application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

4. Claims 1, 2, 5-8, 16, 28, 29, and 32-34 are rejected under 35 U.S.C. 102(e) as 
being anticipated by Warren, Jr. (USPN 6,348,042). 

Warren Jr. discloses an elongated body, a modifying element, wherein the 
modifying element comprises a modifying agent (proteolytic enzymes), and wherein the 
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flowable formulation introduced into the elongated body inlet moves through the 
elongated passageway, and contacts the modifying element inner wall, and then exists 
the catheter (Column 2, lines 37-55). 

The examiner is interpreting the modifying agent to be the proteolytic enzymes, 
because this element and agent would be capable of performing the same function, 
since the applicant discloses in the specification of the instant invention that enzymes 
can be used to active certain drugs. 

Claim Rejections - 35 USC § 103 

5. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

6. Claims 1, and 16-20 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Warren Jr. as applied to claims above, and further in view of Gills et al. (US Pub 
2001/0041870). 

Warren Jr. disclosed the claimed invention but failed to teach a drug delivery 
device comprising a reservoir and pump, but more specifically an osmotic pump. 

Gillis et al. discloses an implantable drug delivery system where the drug delivery 
device is an implantable convective drug pump such as an osmotic pump with a 
reservoir. (Paragraph [0133]). 
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At the time of the invention it would have been obvious to one of ordinary skill in 
the art to combine Warren Jr. with Gillis at al. because it is well known in the art for a 
drug delivery system to use different types of pumps such as a convective device 
comprising an osmotic pump as shown by Gillis et al. 

Response to Arguments 

7. Applicant's arguments and amendments, filed 6/13/06, with respect to Tachibana 
et al. (USPN 6176842) and Nyhart (USPN 6.738,661) have been fully considered and 
are persuasive. The 102 and 103 rejections have been withdrawn. 

8. The examiner would like to note that the modifying element has to be capable of 
performing the action described in the claim, therefore the examiner interprets the prior 
art would be capable of modifying a formulation since the catheter has proteolytic 
enzymes in or on the catheter which is similar to the applicant's invention. 

Allowable Subject Matter 

9. Claims 31 are objected to as being dependent upon a rejected base claim, but 
would be allowable if rewritten in independent form including all of the limitations of the 
base claim and any intervening claims. 

10. The claim positively recites activating a form of pro-insulin to its active form. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Matthew F. DeSanto whose telephone number is 571- 
272-4957. The examiner can normally be reached on Monday-Friday 9:30-6:00. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Nick LUCCHESI can be reached on (571) 272-4977. The fax phone 
number for the organization where this application or proceeding is assigned is 703- 
872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more infomiation about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 




Matthew DeSanto 
Art Unit 3763 
August 21, 2006 



